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2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code) 

SANOFI AVENTIS 

1041 ROUTE 202-206, MAILSTOP BRW JR2-203 A 
BRIDGEWATER, NJ 08807 


3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 


SANOFi AVENTIS 

(b)(2)High, (b){7)f 


SANOFI AVENTIS 


(b)(2)High, (b)(7)f 



REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 


Animals Covered 
By The Animal 
Welfare Regulations 


B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 


Number of 
aninrtals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 


D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 


E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
ane5thetlc,analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C + 

D + E) 

9 

244 



ASSURANCE STATEMENTS 


1 ) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to. during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

:l) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of anin^ls affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and compiete (7 U.S.C. Section 2143) 
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USD A Annual Report 
Registration #: 22-R-0139 

Corrected Explanation of Category ‘E’ Animals 

1. Number of Animals and Species Used in: 

Respiratory Pharmacology 

Used: 4536 Guinea Pigs 
Number of Category E animals: 1 7 

General Toxicology 

Used: 178 Dogs 

Number of Category E animals: 9 

Reproductive Toxicology 

Used: 374 Rabbits 

Number of Category E animals: 44 

2. Procedure Used: 

Respiratory Pharmacology 

17 guinea pigs - 14 animals died following challenge. 3 animals showed signs of 
respiratory distress. All animals were monitored by a veterinarian and were euthanized if 
they showed signs of distress. 

General Toxicology 

8 dogs - 2-week oral toxicity study. All the dogs had shown clinical symptoms of GI 
distress that could not be treated because they were on study. The animals were 
humanely euthanized following examination by a veterinarian, 1 dog - 1 month oral 
toxicity study. The animal was found in respiratory distress and was humanely 
euthanized following examination by a veterinarian. 

Reproductive Toxicology 

44 rabbits -animals exhibited inappetence, weight loss and absence of stool production. 
All animals were examined by a veterinarian and were humanely euthanized. 


3. Justification for procedure: 

Respiratory Pharmacology models for drug discovery 
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The guinea pig is a valuable animal model for discovery and development of potential 
candidate drugs for asthma. Analgesics could not be administered as this would interfere 
with study data. When animals are found in distress they are euthanized. 

General Toxicology Studies 

The international regulatory process to approve new drug formulations and candidate drugs 
requires drug safety assessments. The goal of these studies is to investigate the toxicity of a 
new drug or formulation. The administration of any analgesic or anesthetic agents to these 
animals to relieve unexpected severe toxicity would interfere with interpretation of the study. 

Reproductive Toxicology Studies 

These studies is required to evaluate potential effects of compounds on embiyo-fetal 
development when administered during gestation. The study evaluates potential maternal effects 
and effects on development of the embryo/fetus after exposure of the female to test article during 
the major period of organogenesis, from implantation to closure of the hard palate. The 
administration of any analgesic or anesthetic agents to these animals to relieve unexpected 
severe toxicity would interfere with interpretation of the study. 


4. Procedure required by: 

Toxicology and Reproductive Toxicology Studies Agency: FDA Federal Food, Drug, and 
Cosmetic Act CFR: 505 (4)(i)(l)(A) 


